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Art Unit: 1643 

DETAILED ACTION 
Response to Amendment and Arguments 

1 . Applicant's request for reconsideration of the finality of the rejection of 
the last Office action is persuasive and, therefore, the finality of that action is 
withdrawn. 

2. Claims 11, 16-19 and 26-28 are pending. 
Claims 12-15 and 20-25 have been cancelled. 
Claims 1 1 , 26 and 27 have been amended. 

Claims 11, 16-19 and 26-28, to the extent protein is detected is 
examined on the merits. 

3. The text of those sections of Title 35, U.S. Code not included in this 
action can be found in a prior Office action. 

Withdrawn Rejections 
Claim Rejections - 35 USC §112 

4. The NEW MATTER REJECTION of claims 11,16-19 and 26-28 under 35 
U.S.C. 1 12, first paragraph, as failing to comply with the written description 
requirement is withdrawn in light of Applicants' amendments to the claims. 
Claims 12-15 and 20 have been cancelled. 
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5. The rejection of claims 1 1 , 16-20 and 26-28 under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement is 
withdrawn in light of Applicants' amendments to the claims. Claims 1 2-1 5 have 
been cancelled. 

6. The rejection of claims 11, 16-19 and 26-28 under 35 U.S.C. 1 1 2, first 
paragraph, because the specification, while being enabling for detecting the 
presence or absence of CDP/Cux isoforms comprising contacting a sample with 
an antibody, which specifically recognizes a truncated CDP/Cux isoform, does 
not reasonably provide enablement for simultaneously detecting a combination 
of truncated CDP-Cux variants has been withdrawn in light of Applicants' 
amendments to the claims. Claims 1 2-1 5 and 20 have been cancelled. 

7. The rejection of claims 1 1 and 1 6-1 9 under 35 U.S.C. 1 1 2, second 
paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention is withdrawn 
in light of Applicants' amendments to the claims. Claims 1 2-1 5 and 20 have 
been cancelled. 
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Claim Rejections - 35 USC § 103 

8. The rejection of claims 11 , 26 and 27 under 35 U.S.C. 1 03(a) as being 
unpatentable over Moon et al. (Molecular and Cellular Biology 21 (1 8): 6332- 
6345, September 2001/ IDS reference C43 submitted April 5, 2006) is 
withdrawn. Claims 1 2, 1 4, 1 5 and 20 have been cancelled. 

9. The rejection of claims 1 1 , 26 and 27 under 35 U.S.C. 1 03(a) as being 
unpatentable over Moon et al. (Int. J. Cancer 1 00: 429-432, August 2002) is 
maintained. Claims 1 2, 1 4, 1 5 and 20 have been cancelled. 

Maintained and New Grounds of Rejections 
Claim Rejections - 35 USC § 102 

10. The rejection of claim 1 1 under 35 U.S.C. 102(b) as being anticipated by 
Moon et al. (Molecular and Cellular Biology 21 (1 8): 6332-6345, September 
2001/ IDS reference C43 submitted April 5, 2006) as evidenced by Goulet (Biol. 
Chem. 387: 1 285-1 293, September 2006) is maintained. Claims 1 2, 1 4, 1 5 and 
20 have been cancelled. 

Applicants assert the claims are now directed to newly discovered p75 
polypeptide, hence Moon does not anticipate the claims, see pages 5 and 7 of 
the Remarks submitted April 23, 2009. This point of view has been carefully 
considered, but found unpersuasive. 
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The p75 polypeptide comprises two DNA binding domains, Cut repeat 3 
(CR3) and Cut homeodomain (HD). The antibodies of Moon recognized the full 
length 200-kDA CDP/Cut protein, a 1 1 0-kDa protein, as well as 90 kDa protein, 
see page 6336, An amino-truncated.. .section. Hence, these same antibodies 
recognized the p75 polypeptide within the full length protein. 

1 1. The rejection of claim 1 1 under 35 U.S.C. 102(a) as being anticipated by 
Moon et al. (Int. J. Cancer 100: 429-432, August 2002) is maintained. Claims 

12, 14, 15 and 20 have been cancelled. 

Applicants assert the claims are now directed to newly discovered p75 
polypeptide, hence Moon does not anticipate the claims, see pages 5 and 7 of 
the Remarks submitted April 23, 2009. This point of view has been carefully 
considered, but found unpersuasive. 

The antibodies of Moon, a861 anti-CDP/Cux antibodies recognized 3 
isoforms, p200, pi 1 0 and pi 00, see Figure 1 on page 430. Hence, these same 
antibodies recognized the p75 polypeptide within the full length protein. 
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Claim Rejections - 35 USC § 103 
1 2. Claims 11, 16-19, 26 and 27 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Moon et al. (Molecular and Cellular Biology 21 (1 8): 6332- 
6345, September 2001/ IDS reference C43 submitted April 5, 2006), further in 
view of Nepveu (Gene 270: 1 -5, 2001 /IDS reference C44 submitted April 5, 
2006). 

Applicants presented arguments directed to the former 103(a) rejections 
of record. These rejections are the same as that presented in the 1 02 
rejections. These arguments further assert since p75 is novel and non-obvious, 
its detection and kits are not obvious, see Remarks, page 7. These points of 
view have been carefully considered, but found unpersuasive. 

The teachings of Moon have been presented in the 102(b) rejection. 
Moon does not teach the disclosed method of detection wherein the sample 
tested is derived from blood or breast tissue and said detection methodology is 
comprised within a kit. 

However, Nepveu teaches CDP/Cut proteins' binding activity in mammals 
generally correlate with cellular proliferation and mutations in the 
corresponding gene contribute to acute myeloid leukemia and mammary 
tumors, see page 1 1 , section 1 9 and entire document. Moreover, although the 
claims recite a kit and a container for use, no positive recitation of the kit 
ingredients/elements distinguishes the claim over the reference. Therefore, the 
reference reads on the claimed kit and container of use. It is noted that kits 
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traditionally include structural material such as instructions, labeling and 
promotional material. The container is viewed as a recitation of intended use 
and therefore is not given patentable weight in comparing the claim with the 
prior art, see MPEP 706.03(a). Thus the container for use included in a kit or 
article of manufacture constitutes an "intended use" for that kit or article of 
manufacture. Thus, the claimed subject matter is considered obvious over the 
prior art, absent sufficient factual evidence to the contrary. 

It would have been prima facie obvious to one of ordinary skill in the art 
at the time the invention was made to assay samples from cancers known to be 
affected by candidate tumor markers, as well as make a kit containing an 
antibody that specifically recognizes p75. One of ordinary skill in the art 
would have been motivated to make a kit because test kits including 
compounds are packaged for the advantages of convenience and economy for 
the ordinarily skilled artisan or the practitioner. Kits are conveniently made to 
reproducibly obtain results under test conditions and it is conventional to 
assemble necessary reagents including compounds, such as antibody 
conjugates for the effective treatment of cancer for the convenience of the 
practitioner and commercial expediency. 
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1 3. Claims 11, 16-19, 26 and 27 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Moon et al. (Int. J. Cancer 1 00: 429-432, August 2002), 
further in view of Nepveu (Gene 270: 1 -5, 2001 /IDS reference C44 submitted 
April 5, 2006). 

Applicants presented arguments directed to the former 103(a) rejections 
of record. These rejections are the same as that presented in the 1 02 
rejections. These arguments further assert since p75 is novel and non-obvious, 
its detection and kits are not obvious, see Remarks, page 7. These points of 
view have been carefully considered, but found unpersuasive. 

The teachings of Moon have been presented in the 102(b) rejection. 
Moon does not teach the disclosed method of detection wherein the sample 
tested is derived from blood or breast tissue and said detection methodology is 
comprised within a kit. 

However, Nepveu teaches CDP/Cut proteins' binding activity in mammals 
generally correlate with cellular proliferation and mutations in the 
corresponding gene contribute to acute myeloid leukemia and mammary 
tumors, see page 1 1 , section 1 9 and entire document. Moreover, although the 
claims recite a kit and a container for use, no positive recitation of the kit 
ingredients/elements distinguishes the claim over the reference. Therefore, the 
reference reads on the claimed kit and container of use. It is noted that kits 
traditionally include structural material such as instructions, labeling and 
promotional material. The container is viewed as a recitation of intended use 
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and therefore is not given patentable weight in comparing the claim with the 
prior art, see MPEP 706.03(a). Thus the container for use included in a kit or 
article of manufacture constitutes an "intended use" for that kit or article of 
manufacture. Thus, the claimed subject matter is considered obvious over the 
prior art, absent sufficient factual evidence to the contrary. 

It would have been prima facie obvious to one of ordinary skill in the art 
at the time the invention was made to assay samples from cancers known to be 
affected by candidate tumor markers, as well as make a kit containing an 
antibody that specifically recognizes p75. One of ordinary skill in the art 
would have been motivated to make a kit because test kits including 
compounds are packaged for the advantages of convenience and economy for 
the ordinarily skilled artisan or the practitioner. Kits are conveniently made to 
reproducibly obtain results under test conditions and it is conventional to 
assemble necessary reagents including compounds, such as antibody 
conjugates for the effective treatment of cancer for the convenience of the 
practitioner and commercial expediency. 
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1 4. Any inquiry concerning this communication or earlier communications 
from the Examiner should be directed to Alana M. Harris, Ph.D. whose 
telephone number is (571)272-0831. The Examiner works a flexible schedule, 
however she can normally be reached on 7:30 am to 6:30 pm. 

If attempts to reach the Examiner by telephone are unsuccessful, the 
Examiner's supervisor, Larry R. Helms can be reached on (571) 272-0832. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-21 7-91 97 (toll-free). 
If you would like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-91 99 (IN USA OR 
CANADA) or 571 -272-1 000. 

Alana M. Harris, Ph.D. 
28 September 2009 
/Alana M. Harris, Ph.D./ 
Primary Examiner, Art Unit 1 643 



